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Muhallah
Kulluwal
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Road

Gohadpur
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Pakistan
Akhtar:

inspection of your firm located in Sialkot, Pakistan on

23, 1996, our .nvestigator determined that your firm

surgical instruments. These products are devices as
by Section 201(h) of the Federal Food, Drug, and Cosmetic
Act) .

inspection revealed that these devices are

of the Act, in
or the facilities or controls used tor
or installation are not in

for

Code of Federal Regqulations

methods used 1in,
packing, storage,

bDevices Regulation, Title 21,

(CFR), Part 820, as follows:
I Failure of the device master record for each type of device
to include, or refer to the location of, the device

specitications
tormulation,

including appropriate drawings, composition,

and component specifications, as required by

21 CFR 820.181(a). For example:

a. The material composition ot each instrument is not
ident it ied.

b There are no established specitications for dimension:
or shape of each device in the device master record

Yyour November 30, 1996, response states that the device

master
compos ftion of
capy ot

material
the response is o

include the
Included with
(S0P)

record was revised to
cach device.
Standard Operating Procedure

Your response 1s not adequate. [t appears trom S()}‘*n'\"'
that you intend to usc mrBeaomiosr TP Natied stainless
stecl).  However, the chemical boﬁbﬁa"fﬁ v listed in the sob
does not have mtor cach eclement..  The elemental
content. listed identifies very srecitic levels. Provide

further

information on whether cach device manufactured will
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contain exactly the identified elemental levels, or whether
cach device will contain elemental levels in accordance with

the (e GhSRRNRs tandard.

I'he S)lgpggggalso states that each device will be
manutfactured according to pEiiprapentmgees provided by the
purchgser. Provide further information on whether these
m\dill contain detailed specifications for each
device. Although SOP"‘ states that a is

enclosed, there is not one. of the device used

A
as a master sample should be provided.

iFailure oi the device master record to include, or refer to

the location of, production process specifications including

the appropriate equipment specifications, production

methods, production procedures and production environment

‘pvclfl(dtlons, as required by 21 CFR 820.181(b). For

xample

. oy e, PP N : . ~ e

(1)  The SO chemical composition is not
identiticed in the description of the process.

(1) There are no hardness testing results from the
tempering contractor.

(¢) There are no production procedures 1dentifying at which

stages during the manufacturing the devices arc

laboratory analyzed for elemental content.

Your November 30, 1996, response states that the SOP for the
m poljbhan process has been revised to include

S ST T S

tthe process pocxflcatlons including the chemical
composition. Included with your response is a copy of the

S A 2 . W

S0P tor t.hcw polishing process with the
chemical composition.
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Your Hovemboer 30, 1996, response also includes a copy ol the
revicsed procedure for hardness testing which requires a copy
ol the hardness testing results from the tempering

cont ractor

i response 16 :i(ii?\’i'\ii‘lt"‘

.
Yyour Hovember 310, 1996, responsce does not include any
intormat icn on procedures for laboratory analyzing the

dovices or steel dar 1nqw,.t.\qm~ of manufacturing. You
provided o copy ol the procedures tor analyzing the sheet
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stajnless steel. Provide further information detailing the

s

w‘-ptogess s during which the devices are analyzed.

This response is not adequate.

3 Failure to check and, where necessary, test for conformance
with device specifications each production run, lot or batch

prior to release for distribution, as required by

21 CFR 820.160. For example, there are no analysis records
or certitficates available demonstrating that finished
devices are tested prior to distrikution,

Your November 30, 1996, response states that an SOP was

developed for testinq all devices in SOP -. The
proc ocdure outlines a process carried out to san_ple and
analyze all sheet stainless steel at your facility.

Your response is not adequate. 1t does not include any
information on the testing of finished devices. There arec
no finished device testing, sampling, or process proccodures,
identitied in your response.

The material composition required of the stainless steel is
again itdentitied with very specific elemental levels.
Provide more intormation on the process and procedures tor
tinished device testing, and the elemental levels necessarvy
to meet the requirements for release

n
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30, 1996, congerninq our 1nvest1qato r’s observat oted on thn
torm FDA 483. We have reviewed your response and have concluded
that it 1s not adequate for the reasons cited above.
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Although not a GMP violation, we request that the purchase
documents on the stainless steel received from

it addressed.  You provided a certification from

. dated February 10, 1995, batch number
- 1

o b S P an_} ot rin wac ciirmnm
stalniaess steel sty ip was Supp

. ol With this certification was a
material analysis repoct also fromg It
appears trom the device history records provided that the stocel

wanso used bt many octureeiRidec ity L2 tch number
Lot numbeg Wl’lensorprovino further ipformation and/or
cxplanations detailing why steel sold to

v ool
100G

provided to FDA and used for devices produced at your facia ty.
This letter is not intended to be an all-inclusive list ot
deticiencieons at o your ftacility. It is your responsibility to

ensure adhereonce to each requirement ot the Act and regulat ionn
The specitic violations noted in this lettoer and in the FDA any
enued at the close ot the inspection may be symptomatic of
Serious underlying problems in your firm’s manufacturing and
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quality assurance systems. You are responsible for investigating
and determining the causes of the violations identified by the
FDA . [f the causes are determined to be systems problems, you

must promptly initiate permanent corrective actions.

In order to facilitate FDA in making the determination that such
corrections have beer made and thereby enabling FDA to withdraw
its advisory to other federal agencies concerning the award of

government contracts, and to resume marketing clearance, we are

SRV e R N At hmit
reuesting tinat you suomltT TO th;a office on the SChEGU]n hn}(.}‘w’,

certification by an outside expert consultant that it has
conducted an audit of your firm’s manufacturing and quality
assurance systems relative to the requirements of the device GMP
requlation (21 CFR, Part 820). You should also submit a copy of
the consultant’s report, and certification by your firm’s Chict
Excecutive Officer (if other than yourself) that he or she has
reviewed the consultant’s report and that your firm has initianted
or completed all corrections called for in the report.

The certification of audits and corrections should be submittoed
to this oftice by the following date:

- Initial certification by an expert consultant no later than
Auvgast. 30, 1997

Federal agencies are advised of the issuance of all Warning
Letters about devices so that they may take this information into
account when considering the award of contracts. Additionally,
no pending applications for premarket approval (PMAs) will be
approved and no premarket notitications (section 510(k)s) will be
tound to be substantially equivalent for products manufacturcd at
the tacility in which the above GMP violations were found until
the violations have been corrected.

Your devices are already on detention based on a previous
establishment inspection o! February 1994. Given the scrious
nature o! these violations of the Act, all devices manufactured
by Gulmag International in Sialkot, Pakistan may continue to be
detained without physical examination upon entry into the United
States (U.s.) until these violations are corrected.

n, it will be

In order to remeve the devices from this detentio
Necessary tor you to provide a written response to the charges in
this Warning lLettoeor for our review, Have an outside consultant
cortity your compliance with the GMP requlations no latcn' than

Avrpaat o 1o, 1997, AMter we notify you that your respons e
adequate, it will be your responsibility to schedule nnothvr FDA
inspection of your facility. As soon as the inspection has taken

place, the implementation of your corrections have been veriticd,
and you are notitied that your corrections are adequate, your

P, [ Y R T P ~ 3 Voo ~ .
leuurih mMay oesume utry into this LO}H(FY.



B Wil Vi e o " e

Pag2 9% - Mr. Shabaz Akhtar

Please notity this oftfice in writing within 15 working days as to
the specitic steps you have taken, or intend to take to prevent
the recurrence of similar violations. Please include any and all
documentation to show that adequate correction has been achiecved.
In the case of future corrections, an estimated date of
completion, and documentation showing plans for correction,
should be included with your response to this letter. If the
documentation is not in English, please provide a translation to
facilitate our review. Please address your response to:

George Kroehling, Chief

General Surgery Devices Branch, HFZ2-323
Food and Drug Administration

Center for Devices and Radiological Health
Ottice ot Compliance

Division of Enforcement |

2098 Galther Road

Rockville, Maryland 20850 USA

Should you require any assistance in understanding the contents

ol this letter, do not hesitate to contact Carol Shirk at the
aboe address or at (301) 594-4595% or FAX (301) 594-4636.

Sincerely yours,

- \( n )\_/
. [1I;X.n1 J\ lel
Director

Ottice of Compliance
Center for Devices and
Radiological Health



